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DETAILED ACTION 

i 

Information Disclosure Statement 

The information disclosure statement filed on 1/16/04 fails to comply with 37 CFR 
1.98(a)(2), which requires a legible copy of each cited foreign patent document; each 
non-patent literature publication or that portion which caused it to be listed; and all other 
information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered if a copy 
of the corresponding reference was not provided. 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: (230) as seen in Figure 11. Corrected drawing sheets in compliance with 
37 CFR 1 .121(d), or amendment to the specification to add the reference character(s) in 
the description in compliance with 37 CFR 1.121(b) are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. Each drawing sheet submitted after the 
filing date of an application must be labeled in the top margin as either "Replacement 
Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by 
the examiner, the applicant will be notified and informed of any required corrective 
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action in the next Office action. The objection to the drawings will not be held in 
abeyance. 

Specification 

The disclosure is objected to because of the following informalities: On page 1, in 
line 2, "priority from" should read - - benefit of - - and in line 4 "from" should read - - of - -. 
Appropriate correction is required. 

The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

Claim Objections 
Claims 1- 47 are objected to because of the following informalities: For 
consistency - - suction - - should be inserted before every recitation of "head". 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 1, 8, 10 and 11 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Snow (Patent 6936001 B1). 

Regarding claims 1,8, 10 and 1 1 , Snow teaches a heart positioning device and 
method of using the device comprising a flexible suction head (4) (as seen in Figure 2) 
for conforming to the surface of the heart (as seen in Figure 15), wherein the suction 
head has a vacuum passageway (82, 84) (as described in lines 46-54 of column 3) (as 
seen in Figures 5 and 7); a shaft (66) coupled at a distal end to the suction head (64), 
the shaft having a vacuum lumen (86) (as seen in Figures 2, 4 and 8); a handle (68) 
coupled to a proximal end of the shaft (66) (as seen in Figure 8) for remote manipulation 
of the position of the suction head both to and from an axially aligned position using a 
system of joints (62) providing for a wide range of positions including a 90 degree angle 
(as described in lines 37-45 of column 3); a means for locking the position of the suction 
head in a desired position (as described in lines 11-16 of column 4); and a means for 
remotely changing the position of the head (as described in lines 1-7 of column 3) (as 
seen in Figure 1). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Snow 
(Patent 6936001 B1) in view of Spence et al. (Patent 6019722). 

Snow teaches the heart positioning device of claim 1 , as described above, 
comprising a suction head having a vacuum passageway, a shaft having a vacuum 
lumen, a handle and a means for remotely changing the position of the suction head. 
However, Snow does not teach a suction head that has at least three resilient legs. 

Spence et al. teaches a heart positioning device comprising a suction head 
having at least three resilient legs in fluid communication with a vacuum passageway 
and a handle for manipulation of the position of the suction head (as described in lines 
60-67 of column 9, lines 62-67 of column 10, and lines 1-3 of column 11) (as seen in 
Figures 3 and 4). 

« 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head comprising at least three resilient legs similar to that 
taught by Spence et al. with a heart positioning device similar to that taught by Snow as 
a design choice because the suction head of Spence et al. is capable of performing the 
same functions as the suction head taught by Snow (as described in lines 31-37 of 
column 6 of Spence et al.). Furthermore the resilient legs of the suction head taught by 
Spence et al. provide a more evenly balanced support on the heart thereby reducing the 
stress at any one point (as described in lines 51-57 of column 6 of Spence et al.). 
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Claims 3-7, 12, 14-19 and 21-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Snow (Patent 6936001 B1) in view of Daniel et al. (Patent 6174307 
B1). 

Snow teaches the device of claim 1, as described above, comprising a flexible 
suction head (4) (as seen in Figure 2) for conforming to the surface of the heart (as 
seen in Figure 15), wherein the suction head has a vacuum passageway (82, 84) (as 
described in lines 46-54 of column 3) (as seen in Figures 5 and 7); a shaft (66) coupled 
at a distal end to the suction head (64), the shaft having a vacuum lumen (86) (as seen 
in Figures 2, 4 and 8); a handle (68) coupled to a proximal end of the shaft (66) (as 
seen in Figure 8) for remote manipulation of the position of the suction head both to and 
from an axially aligned position using a system of joints (62) providing for a wide range 
of positions including a 90 degree angle (as described in lines 37-45 of column 3); a 
means for locking the position of the suction head in a desired position (as described in 
lines 1 1-16 of column 4); and a means for remotely changing the position of the head 
(as described in lines 39-41 of column 2 and in lines 1-7 of column 3) (as seen in Figure 
1). However, Snow does not teach that the suction head is compressible. 

Daniel et al. teaches a heart positioning device comprising a suction head (116) 
in fluid communication with a vacuum passageway (108), a shaft (1 14, 120) with a 
vacuum lumen (108) (as seen in Figures 1A, 2A-B and 2C) and a handle (122); wherein 
the suction head is compressible from a first uncompressed condition, to a second, 
compressed condition upon application of a constraint or sleeve (112) (as described in 
lines 49-56 of column 7); wherein the suction head is adapted for slideable introduction 



Application/Control Number: 10/643,299 Page 7 

Art Unit: 3735 

through a port (as described in lines 29-36 of column 14 and lines 49-53 of column 15); 
wherein the handle (122) is used to manipulate the position of the suction head (as 
described in lines 2-7 of column 10); wherein the positioning of the suction head 
comprises a control wire which is either pushed or pulled (as described in lines 11-18 of 
column 8); wherein the proximal position of the sleeve is controlled by a retaining 
member or handle (110) which may be manipulated to advance or retract the sleeve 
with respect to the suction head, and may be used as a port extending within an incision 
into a chest cavity of a patient. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head and restraint similar to that taught by Daniel et al. with a 
heart positioning device similar to that taught by Snow because a collapsible head 
retained by a sleeve similar to that taught by Daniel et al. is capable of performing the 
same functions as a head similar to that taught by Snow, and further provides ease of 
positioning through a minimally invasively formed penetration in a patient's chest 

* 

thereby reducing trauma to the patient and minimizing the risk of entanglement with 
other instruments or internal body parts (as described in lines 55-59 of column 7 of 
Daniel et al.) 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Snow 
(Patent 6936001 B1) in view of Cohen (Patent 5336252). 

Snow teaches the heart positioning device of claims 1 and 8, as described 
above, comprising a suction head having a vacuum passageway, a shaft having a 
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vacuum lumen, a handle and a means for remotely changing the position of the suction 
head. However, Snow does not teach a spring means to change the positioning of the 
suction head. 

Cohen teaches a surgical instrument for use in heart surgery wherein the tip 
deflection is controllable, the means for controlling comprising spring means (116) (as 
seen in Figure 15) (as described in lines 29-46 of column 13). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a spring means similar to that taught by Cohen to control the deflection 
of a suction head similar to that in the device taught by Snow because a spring provides 
a mechanical force, thereby eliminating the need for that force to come from the user of 
the surgical equipment, thereby lessening the strain of performing surgery. 

Claims 13 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Snow (Patent 6936001 B1) in view of Daniel et al. (Patent 6174307 B1) as applied 
to claims 12 and 19 above, and further in view of Paolitto et al. (Patent 6517563 B1). 

The combination of Snow and Daniel et al. teaches a heart positioning device 
comprising a suction head, a shaft, a handle and a sleeve. However, this combination 
does not teach a suction head that includes at least three resilient legs. 

Paolitto et al. teaches a suction head with at least three resilient legs (as seen in 
Figures 11, 12A and 12B) which are in fluid communication with the vacuum 
passageway (as described in lines 19-41 of column 22). 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head with at least three resilient legs similar to that taught by 
Paolitto et al. with a heart positioning device similar to that taught by the combination of 
Snow and Daniel et al. as a design choice because the suction head of Paolitto et al. is 
used in the art to perform the same functions. Furthermore, the legs on the suction head 
of Paolitto et al. provide greater conformity with the shape of the organ being contacted. 

Claims 23 and 30-33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Snow (Patent 6936001 B1) in view of Boyd et al. (Patent 5799661). 

Snow teaches a method of providing a heart positioning device comprising a 
flexible suction head (4) (as seen in Figure 2) having a vacuum passageway, a shaft 
coupled to the suction head, having a vacuum lumen (82, 84), and a handle (68) 
coupled to a proximal end of the shaft (as described in lines 46-54 of column 3) (as 
seen in Figures 5, 7 and 8); wherein the suction head is introduced into a chest cavity 
through an incision and the position of the suction head is remotely changed to engage 
the heart (as seen in Figure 15) (as described in lines 1-7 of column 3, and as described 
in claim 20) (as seen in Figure 1), the position of which may be secured prior to a 
surgical procedure and released after the procedure (as described in lines 10-16 and 
31-45 of column 4); wherein securing the position of the heart positioning device is 
accomplished by actuating an arm attached to the heart positioning device (as seen in 
Figure 1); wherein it would have been obvious to one of ordinary skill in the art at the 
time of the invention to axially align the suction head with the shaft prior to or during 
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removal for ease and to avoid damaging the patient's tissue surrounding the incision. 
While Snow teaches that this device can be used to perform surgical methods other 
than that described above (as described in lines 29-31 of column 2), including using the 
heart positioning device as a retractor (as described in lines 53-57 of column 4), the 
method step of moving the heart within the chest cavity is not taught. 

Boyd et al. teaches the use of a heart positioning device comprising a suction 
head (192), a vacuum passageway (191), a shaft (193) and a handle (196) (as seen in 
Figures 33A-C, 34 and 35) for use in a method comprising introducing the suction head 
into a chest cavity, using the suction head has a retractor by engaging the heart with the 
suction head and positioning the heart into a non-physiological orientation (as described 
in lines 14-30 of column 18), and performing a surgical procedure (as described in lines 
29-40 of column 19, and in claim 1). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a system and method similar to that taught by Snow to perform surgical 
procedures which require non-physiological positioning of the heart similar to that taught 
by Boyd et al. because remote manipulation of surgical equipment helps to prevent 
contamination of the patient at the surgical site, thereby preventing infection. 
Furthermore, remote manipulation of surgical equipment allows for minimally invasive 
procedures to be performed (as described in lines 22-29 of column 1 of Snow). 
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Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Snow 
(Patent 6936001 B1) in view of Boyd et al. (Patent 5799661) as applied to claim 23 
above, and further in view of Paolitto et al. (Patent 6517563 B1). 

The combination of Snow and Boyd et al. teaches a method of using a heart 
positioning device comprising a suction head, a shaft, a handle and a sleeve. However, 
this combination does not teach a suction head that includes at least three resilient legs. 

Paolitto et al. teaches a method of using a suction head with at least three 
resilient legs (as seen in Figures 11, 12A and 12B) which are in fluid communication 
with the vacuum passageway (as described in lines 19-41 of column 22). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head with at least three resilient legs similar to that taught by 
Paolitto et al. with a heart positioning device similar to that taught by the combination of 
Snow and Boyd et al. as a design choice because the suction head of Paolitto et al. is 
used in the art to perform the same functions. Furthermore, the legs on the suction head 
of Paolitto et al. provide greater conformity with the shape of the organ being contacted. 

Claims 25-29, 34, 36-40 and 42-47 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Snow (Patent 6936001 B1) in view of Boyd et al. (Patent 
5799661) as applied to claim 23 above, and further in view of Daniel et al. (Patent 
6174307 B1). 

Snow teaches a method of providing a heart positioning device comprising a 
flexible suction head (4) (as seen in Figure 2) having a vacuum passageway, a shaft 
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coupled to the suction head, having a vacuum lumen (82, 84), and a handle (68) 
coupled to a proximal end of the shaft (as described in lines 46-54 of column 3) (as 
seen in Figures 5, 7 and 8); wherein the suction head is introduced into a chest cavity 
through an incision and the position of the suction head is remotely changed to engage 
the heart (as seen in Figure 15) (as described in lines 1-7 of column 3, and as described 
in claim 20) (as seen in Figure 1), the position of which may be secured prior to a 
surgical procedure and released after the procedure (as described in lines 10-16 and 
31-45 of column 4); wherein securing the position of the heart positioning device is 
accomplished by actuating an arm attached or clamped to the heart positioning device 
(as seen in Figure 1); wherein it would have been obvious to one of ordinary skill in the 
art at the time of the invention to axially align the suction head with the shaft prior to or 
during removal for ease and to avoid damaging the patient's tissue surrounding the 
incision. While Snow teaches that this device can be used to perform surgical methods 
other than that described above (as described in lines 29-31 of column 2), including 
using the heart positioning device as a retractor (as described in lines 53-57 of column 
4), the method step of moving the heart within the chest cavity is not taught. 

Boyd et al. teaches the use of a heart positioning device comprising a suction 
head (192), a vacuum passageway (191), a shaft (193) and a handle (196) (as seen in 
Figures 33A-C, 34 and 35) for use in a method comprising introducing the suction head 
into a chest cavity, using the suction head has a retractor by engaging the heart with the 
suction head and positioning the heart into a non-physiological orientation (as described 
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in lines 14-30 of column 18), and performing a surgical procedure (as described in lines 
29-40 of column 19, and in claim 1). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a system and method similar to that taught by Snow to perform surgical 
procedures which require non-physiological positioning of the heart similar to that taught 
by Boyd et al. because remote manipulation of surgical equipment helps to prevent 
contamination of the patient at the surgical site, thereby preventing infection. 
Furthermore, remote manipulation of surgical equipment allows for minimally invasive 
procedures to be performed (as described in lines 22-29 of column 1 of Snow). 
However, this combination does not teach the use of a suction head that is 
compressible. 

Daniel et al. teaches a heart positioning device comprising a suction head (116) 
in fluid communication with a vacuum passageway (108), a shaft (114, 120) with a 
vacuum lumen (108) (as seen in Figures 1A, 2A-B and 2C) and a handle (122); wherein 
the suction head is compressed from a first uncompressed condition, to a second, 
compressed condition upon application of a constraint (112) (as described in lines 49-56 
of column 7); wherein the suction head is slideably introduction into the chest cavity of a 
patient through a port (as described in lines 29-36 of column 14 and lines 49-53 of 
column 15); wherein the handle (122) is used to manipulate the position of the suction 
head (as described in lines 2-7 of column 10); wherein the positioning of the suction 
head comprises a control wire which is either pushed or pulled (as described in lines 11- 
18 of column 8). 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head and restraint similar to that taught by Daniel et aL with a 
heart positioning device in a method similar to that taught by the combination of Snow 
and Boyd et al. because a collapsible head similar to that taught by Daniel et al. is 
capable of performing the same functions as a head similar to that taught by the 
combination of Snow and Boyd et al. and further provides ease of positioning through a 
minimally invasively formed penetration in a patient's chest thereby reducing trauma to 
the patient and minimizing the risk of entanglement with other instruments or internal 
body parts (as described in lines 55-59 of column 7 of Daniel et al.) 

Claims 35 and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Snow (Patent 6936001 B1) in view of Boyd et al. (Patent 5799661) and further in 
view of Daniel et al. (Patent 6174307 B1) as applied to claims34 and 40 above, and 
further in view of Paolitto et al. (Patent 6517563 B1). 

The combination of Snow, Boyd et al. and Daniel et al. teaches a method of 
using a heart positioning device comprising a suction head, a shaft, a handle and a 
sleeve. However, this combination does not teach a suction head that includes at least 
three resilient legs. 

Paolitto et al. teaches a method of using a suction head with at least three 
resilient legs (as seen in Figures 11, 12A and 12B), which are in fluid communication 
with the vacuum passageway (as described in lines 19-41 of column 22). 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a suction head with at least three resilient legs similar to that taught by 
Paolitto et al. with a heart positioning device similar to that taught by the combination of 
Snow and Boyd et al. as a design choice because the suction head of Paolitto et al. is 
used in the art to perform the same functions. Furthermore, the legs on the suction head 
of Paolitto et al. provide greater conformity with the irregularity of the shape of the organ 
being contacted. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Wang et al. (Patent 5657429 and Patent 5553198) shows a 
system for use with surgical instruments to remotely perform surgical procedures. 
Cohen (Patent 5336252) shows the use of a push/pull wire and both Cohen and 
Snyd'ers (Patent 5256132) show a flexible suction head compressed by a retractable 
sleeve (see Figures 10-11 and Figures 1-2, respectively). Foley et al. (PGPUB 
2003/0078471 A1) shows a suction head with at least three resilient legs (as seen in 
Figures 1 and 2). In addition to the above cited recitations, Paolitto et al. (Patent 
6517563 B1) shows the use of a clamp to secure a heart positioning device to an arm. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
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